Sample size determination for a trial of breast cancer screening under age 50: population versus case mortality approach.
To determine the efficacy of screening for breast cancer in women aged 40 to 49. A large number of women will have to be enrolled to ensure adequate statistical power. Attention will be restricted to the deaths from breast cancer that occur among comparable groups of patients with breast cancer rather than to an analysis in which all women entering into the trial are considered at risk of dying from breast cancer (population mortality analysis). As the new trial is likely to be conducted in regions where screening has been established for all women from age 50 onward, comparability may be reached by including the breast cancers detected at the routine screening examination at age 50. When comparability of cases can be reached, such a case mortality analysis requires 15-30% fewer women to be enrolled than a population approach.